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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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5) n Claim(s) is/are allowed. 
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DETAILED ACTION 

This action is responsive to communication filed 2/24/2009. Tine status of tine 
claims is as follows: claims 1 , 3-6, 9-13 and 54-55 are pending and under current 
examination and claims 2, 7-8 and 14-53 are cancelled. 

Information Disclosure Statement 

The IDS filed 1/23/2009 was considered in its entirety and an initialed copy is 
attached. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
phor art under 35 U.S.C. 103(a). 

Claims 1, 3-6, 9-13 and 54-55 remain rejected under 35 U.S.C. 103(a) as 
being unpatentable over Ueda (PNAS, 1993) in view of US Patent Nos. 6416947, 
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5583112 and 6172122 for reasons of record as set forth in the action mailed 
10/24/2008. 

Response to Arguments 

Applicant's arguments filed 2/24/2009 have been fully considered but they are 

not persuasive. 

Applicant submits that the Ueda reference is silent as to which adjuvant is used 
and provides that "it can be conclusively determined that the adjuvant was Freund's 
adjuvant" based upon overlapping authorship and procedures with a separate reference 
by Yoshimoto and Wakabyashi (Remarks, p. 4). Note that such limitations cannot be 
read into a published reference. Separately, the argument is not on point. Whether 
Ueda discloses the use of adjuvants or not, such use is well-described in the prior art, 
including within the cited art (see '697 patent). 

It is noted Applicant acknowledges that Ueda teaches a NAC peptide (Remarks, 
p. 4, see instant claims 5 and 13) and Applicant further notes that this peptide was used 
for antibody production, meeting the claim limitation of "effective to elicit an 
immunogenic response" of instant claims 1 and 9 (Remarks, p. 5). 

With respect to the '697 patent, Applicant contends that this patent discusses the 
differential potencies of various adjuvants and that "poloxamer was found to be more 
immunogenic than alum and Quil A and possibly more immunogenic than Ribi 0/W" 
(Remarks, p. 5). Applicant states that "the '697 patent does not provide any evidence 
that alum and lipid A are more potent than its polyoxamer or Freund's adjuvant" 
(Remarks, p. 6). In response, nonpreferred and alternative embodiments still constitute 
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prior art (see IVIPEP 2123, also In re Susi, In re Gurley). While Applicant contends that 
other adjuvants may be more potent than alum or Quil A, note that Applicant does not 
provide any discovery beyond what was known in the art; alum and Quil A are known 
adjuvants and it is not clear why an adjuvant needs to be more potent than polyoxamer 
or Freund's adjuvant. It is further noted that this reference was cited in disclosing the 
claimed adjuvants while the '122 patent was cited for disclosing GMP procedures. 

Lastly, Applicant provides that "the case of obviousness assumes that laboratory 
researchers would voluntarily make a polyclonal antibody as a research reagent under 
GMP conditions" and this assumption is implausible (Remarks, p. 5). Applicant further 
provides that the procedures imposed on manufacturers of drugs to ensure purity and 
safety of patients would appear an unnecessary and onerous burden to the laboratory 
researcher (Remarks, p. 6). This is not found to be persuasive. As noted in the 
rejection, the '122 patent provides that following GMP regulations ensures a clean 
product which is of purity suitable for its intended use and which does not transit 
biological disease. The researcher would be expected to use a composition of suitable 
purity in order to determine and characterize the effects of the composition and not that 
of any foreign substances. Further, the '122 patent provides that GMP procedures also 
include general requirements on cleanliness of utensils, equipment, facilities etc. It 
would be expected for the researcher to follow such general requirements and use 
clean utensils, equipment and facilities. Note that it would be obvious for any researcher 
to follow GMP procedures as provided by the FDA for any composition expected to be 
used as therapeutic drug. 
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In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). 

Applicant's arguments do not comply with 37 CFR 1.111 (c) because they do not 
clearly point out the patentable novelty which he or she thinks the claims present in view 
of the state of the art disclosed by the references cited or the objections made. Further, 
they do not show how the amendments avoid such references or objections. 

Conclusion 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICHELLE HORNING whose telephone number is 
(571)272-9036. The examiner can normally be reached on Monday-Friday 8:00-5:00 
EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol can be reached on 571-272-0835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/M. H./ 

Examiner, Art Unit 1648 
/Gary B. Nickol / 

Supervisory Patent Examiner, Art Unit 1646 



